
United States Bstent and ThAPEMARK Office 



UNITED STATES DEPARTMENT OP COMMERCE 

United States Patent and Trademark OfRco 

Addreas: COMMISSIONER OF PATENTS AND TRADEMARKS 

Waahington, D.C. 20231 

www.uapto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONHRMATIONNd 



10/027.662 



12/20/2001 



Michel Pairet 



1/1175 



1119 



28501 7590 04/18/2003 

BOEHRINGER INGELHEIM CORPORATION 
900 RIDGEBURY ROAD 
P. O. BOX 368 
RIDGEFIELD, CT 06877 



EXAMINER 



HAGHIGHATIAN, MINA 



ART UNIT 



PAPER NUMBER 



1616 

DATE MAILED: 04/18/2003 



7 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 

10/027,662 



Examiner 

Mina Haghighatlan 



Applicant(s) 

PAIRET ET AL 



Art Unit 

1616 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE IVIAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temi adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 22 January 2003 . 
2a)n This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-48 is/are pending in the application. 

4a) Of the above claim{s) 10.11,23-44,46 and 47 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1-9.12-22,45 and 48 is/are reiected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 20 December 2001 is/are: a)K accepted or bO objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) 0 The proposed drawing correction filed on is: a)D approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

bMAW b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachm nt(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) □ Infomnation Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 

Election/Restrictions 
Applicant's election of a combination of tiotropium salts and pramipexol salts in 
powder form (claims 1-9, 12-22, 45 and 48) in Paper No. 6 is acknowledged. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 and 3 are rejected under 35 U.S.C. 1 12, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. 

Claims 1 and 3 are vague and indefinite because of contradicting parts. Claim 1 
discloses a phamiaceutical composition comprising one or more anticholinergics (1 ) 
combined with one or more dopamine agonist (2)... .and wherein substances (1) and 
(2) are present either together in a single formulation or separately in two separate 
formulations. It is not clear how two or more agents can be combined and separate at 
the same time. For the examination purposes it is assumed that the agents are present 
in one formulation. 

Claim Rejections • 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1-4, 16-17, 22 and 48 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Hodson et al (5,655,523). 

Hodson et al teaches a dry powder inhalation device which aerosolizes a dose of 
powdered medicament. The powdered medicament may be finely micronized and 
preferably is in the particle size range of 1 to 10 micrometer. The medicament may 
comprise one or more drugs and may include one or more physiologically acceptable or 
inert excipients (col. 12, lines 8-15). 

Hodson discloses the suitable medicaments for use in the formulation which 
include any drug or drugs administered by inhalation and is either a solid or may be 
incorporated in a solid carrier. Suitable drugs include those for the respiratory disorders, 
e.g., bronchodilators. anti-cholinergics, dopaminergic agents, etc. Examples of these 
agents include ipratropium and bromocriptine (col. 11, line 49 to col. 12, line 7; claim 
14). 



A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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Claims 1-9, 12-22, 45 and 48 are rejected under 35 U.S.C. 102(e) as 
being anticipated by IVIeissner et al (US200201 1 5680 A1). 

Tlie applied reference has a common assignee and a common inventor with the 
instant application. Based upon the earlier effective U.S. filing date of the reference, it 
constitutes prior art under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) 
might be overcome either by a showing under 37 CFR 1 .132 that any invention 
disclosed but not claimed in the reference was derived from the inventor of this 
application and is thus not the invention "by another," or by an appropriate showing 
under37 CFR 1.131. 

Meissner teaches anticholinergics which may be used as medicaments for the 
treatment of disorders such as asthma or COPD (see [00172]). The suitable examples 
of dopamine agonists, which may optionally be used in conjunction with the 
anticholinergics include bromocriptine, talipexol and pramipexol (see [0178]). Suitable 
preparations for administration of the formulations are such as tablets, capsules and 
inhalation (see [00184]). Capsules containing one or more active substances or 
combinations of active substances may for example be prepared by mixing the active 
substances with inert carriers such as lactose or sorbitol and packing them into gelatine 
capsules (see [0187]). When administered by inhalation the compounds are 
characterized by high efficacy even at doses in the pg range or higher doses in the 
range of 1 to 1000 mg (see [0189]). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mina Haghighatian whose telephone number is 703- 
308-6330. The examiner can normally be reached on core office hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jose Dees can be reached on 703-308-4628. The fax phone numbers for 
the organization where this application or proceeding is assigned are 703-308-4242 for 
regular communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 
703-308-0198. 



Mina Haghighatian 
April 16, 2003 




